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D e a r  M r . S ip ley: 

A n  invest iga t ion  c o n duc te d  by  U .S . F o o d  a n d  D r u g  invest igato rs  M ichae l  G . S inkev ich  a n d  S c o tt M . L o u g h a n  
a t y ou r  da i r y  o p e r a tio n  l oca ted  i n  P e r u , N e w  Yo r k  o n  J u n e  1 3  a n d  1 4 ,2 0 0 2  c o n firm e d  th a t i n  M a r c h  2 0 0 2  y o u  
o ffe r e d  a  c ow  fo r  sa l e  fo r  s l a u gh te r  as  fo o d  i n  v io la t ion  o f S e c tio n s  402 (a ) ( 2 ) (C ) ( i i )  a n d  4 0 2 ( a ) ( 4 )  o f th e  
Fede r a l  F o o d , D r u g , a n d  C o s m e tic Ac t ( t he  Ac t). T h e  i nspec t i on  a l so  r e v ea l e d  y o u  c a u sed  a n  a n ima l  d r u g  to  
b e c o m e  a d u l te r a te d  wi th in  th e  m e a n i n g  o f S e c tio n  5 0 1 ( a ) ( 5 )  o f th e  Ac t. 

O n  o r  a b o u t M a r c h  1 2 ,2 0 0 2 , y 
T h e  cow  was  la te r  s l a u gh te r e d  
t issue samp l es  co l l ec ted  f r om th a  
p r e s ence  o f th e  d r u g  su l f ad ime thox i ne  a t a  leve l  o f 2 .2 9  p p m  in  th e  l iver  a n d  2 .7  1  i n  th e  musc le .  A  to l e r a n ce  
o f 0 .1 0  p p m  h as  b e e n  es tab l i shed  fo r  r es i dues  o f su l f ad ime thox i ne  i n  th e  ed i b l e  t issues o f catt le (Ti t le 2  1 , C o d e  
o f F ede r a l  Regu l a r i o ns  ( 2  1  CFR) ,  S e c tio n  5 5 6 .6 4 0 ) . T h e  p r e s ence  o f th is  d r u g  a t th e  leve l  r e p o r te d  i n  e d i b l e  
t issue f r om th is  a n ima l  causes  th e  fo o d  to  b e  a d u l te r a te d  wi th in  th e  m e a n i n g  o f S e c tio n  402 (a ) ( 2 ) (C ) ( i i )  o f th e  
Ac t. 

O u r  invest iga t ion  fo u n d  th a t y o u  h o l d  an ima l s  u n d e r  cond i t i ons  w h e r e b y  m e d ica ted  an ima l s  b e a r i n g  p o te n tia l ly 
h a r m fu l  d r u g  r es i dues  a r e  l ikely to  e n te r  th e  fo o d  supp ly .  Fo r  e x a m p l e , y o u  lack a n  a d e q u a te  system fo r  
assu r i ng  th a t d r u g s  a r e  u s e d  i n  a  m a n n e r  n o t c o n trary to  th e  d i rec t ions c o n ta i n e d  i n  th e  l a be l i n g  a n d  fo r  
assu r i ng  th a t an ima l s  m e d ica ted  by  y o u  h a v e  b e e n  w i t hhe l d  f r om s l a u gh te r  fo r  a p p r o p r i a te  p e r i o ds  o f tim e  to  
p e rm i t d e p l e tio n  o f p o te n tia l ly h a z a r d o u s  r es i dues  o f d r u g s  i n  e d i b l e  t issues. F o o d  f r om an ima l s  h e l d  u n d e r  
such  cond i t i ons  is a d u l te r a te d  u n d e r  th e  Ac t. 

In  a d d i tio n , y o u  c a u sed  th e  d r u g  - -n ru i l  c o n ta i n i n g  su l fad imethox ine ,  wh i ch  you r  fa r m  uses  o n  da i r y  cows, to  
b e c o m e  a d u l te r a te d  wi th in  th e  m e a n i n g  o f S e c tio n  5  1 0 ( a ) ( 5 )  o f th e  Ac t w h e n  y o u  fa i l e d  to  u s e  th e  d r u g  i n  
c o n fo r m a n c e ’wi th its a p p r o v e d  l abe l i ng .  Y o u r  u s e  o f th is  d r u g  i n  da i r y  cows  w i thout  fo l l ow i ng  th e  l a b e l e d  
w i t hd rawa l  p e r i o d  causes  th e  d r u g  to  b e  u n s a fe  a n d , th e r e fo r e , a d u l te r a te d . 
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You should not consider this letter to be an all-inclusive list of violations existing at your facility. As a 
producer of animals offered for use as food, you are responsible for assuring your overall operation and the 
foods you distribute are in compliance with the law. 

It is not necessary for you to have personally shipped an adulterated animal in interstate commerce to be 
responsible for a violation of the Federal Food, Drug and Cosmetic Act. The fact you caused the adulteration 
of an animal sold and subsequently offered for sale to a slaughterhouse which ships in interstate commerce is 
sufficient to hold you responsible for a violation of the Act. 

You should take prompt action to correct these violations and to establish procedures whereby such violations 
do not recur. Failure to achieve prompt corrective action may result in regulatory action being initiated by 
FDA without further informal notice. These actions may include, but are not limited to, seizure and/or 
injunction. 

Please notify this office in writing, within 15 working days of receipt of this letter, of the specific steps you 
have taken to bring your firm into compliance with the law. Your response should include each step you have 
taken or will take to correct the violations and to prevent the recurrence of similar violations. Your response 
should be directed to Lisa M. Utz, Compliance Officer, at the above address. 

District Director 


